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DETAILED ACTION 



Election/Restriction 

Restriction to one of the following inventions is required under 35 U.S.C. 121 : 

I. Claims 1-9, 14-16, 18-20, and 24, drawn to nucleic acids, vectors, host cells and 
nucleic acid based assays, classified in class 536, subclass 23.1 ; class 435, 
subclass 320.1; class 435, subclass 325, and class 435, subclass 6 respectively. 

II. Claims 26-28, drawn to nucleic acid arrays, classified in class 435, subclass 6. 
ffl. Claims 10-13, 21-23, and 25, drawn to polypeptides, classified in class 530, 

subclass 350. 

IV. Claim 17, drawn to antibodies, classified in class 424, subclass 130.1. 

V. Claims 29-30, drawn to methods of treating, classified in class 514, subclass 44. 

2. The inventions are distinct, each from the other because of the following reasons: The 
inventions of Groups I and II are related as combination and subcombination. Inventions in this 
relationship are distinct if it can be shown that (1) the combination as claimed does no. require the 
particular of the subcombination as claimed for patentability, and (2) that the subcombination has 
utility by itself or in Cher combinations (MPEP § 806.05(c)). In the instant case, the combination 
as claimed does not require the particulars of the subcombinatron as claimed because 1) the utility 
of a polynucleotide array does not necessarily depend on the utility of each separate 
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polynucleotide in the array, and 2) the polynucleotide array of Group II can be used in a method 
to identify differential expression of many different genes. The subcombination has separate utility 
such as the distinct polynucleotides of Group I can be used in recombinant methods to express 
proteins. 

3. The inventions of groups I, III, and IV are patentably distinct because they are drawn to 
different products having different structures and functions. The nucleic acid of group I is 
composed of deoxyribonucleotides linked by phosphodiester bonds and assumes the form of a 
double helix. The polypeptide of group III is composed of amino acids linked by peptide bonds 
and can assume complex tertiary structures. While the antibody of group IV is also composed of 
amino acids linked by peptide bonds, antibodies are glycosylated and their tertiary structure is 
unique, where four subunits (2 light chains and 2 heavy chains) associate via disulfide bonds into a 
Y-shaped symmetric dimer. The products of groups I, III, IV can be used in materially different 
processes, for example the DNA of group I can be used in hybridization assays, the antibody of 
group IV can be used in immunoassays, and the polypeptide of group III can be used to make a 
fusion protein with an enzymatic function. Consequently, the reagents, reaction conditions, and 
reaction parameters required to make or use each invention are different. Therefore, the 
inventions of groups I, III, TV are patentably distinct from each other. 
4. The inventions of Group II and the inventions of Groups III, IV, and V are unrelated. 
Inventions are unrelated if it can be shown that they are not disclosed as capable of use together 
and they have different modes of operation, different functions, or different effects (MPEP 
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§ 806.04, MPEP § 808.01). In the instant case the different inventions have different structures, 
different effects and are not capable of use together. 

5. The invention of Group V is patentable distinct from the inventions of Groups I, III, and 
IV because the method of treatment of Group V is unobvious over the products of Groups I, III, 
and IV. The inventions require different reagents, reaction conditions and reaction parameters. 

^xTnT.n^onofsnecies. For example, the polypeptide of SEQ ID NO 4 is encoded by the 
polynucleotide of SEQ ID NO 3. Additionally, the polypeptide sequences of SEQ ID NOS 6-16, 
represent fragments of SEQ ID NO 4, therefore, the sequences of SEQ ID NOS 3, 4, and 6-16 
belong to a single patentably distinct invention. It cannot be determined from the disclosure in the 
specification, how the sequences of SEQ ID NOS 2, 5, 1 7, and 1 8 are related to each other or to 
SEQ ID NOS 3, 4, and 6-16, therefore the sequences of SEQ ID NOS 2, 5, 17, and 1 8 appear to 
be drawn to patentably distinct inventions. By statute, "[i]f two or more independent and distinct 
inventions are claimed in one application, the Commissioner may require the application to be 
restricted to one of the inventions." 35 U.S.C. 121 . Pursuant to this statute, the rules provide that 
«[i]f two or more independent and distinct inventions are claimed in a single application, the 
examiner in his action shall require the applicant... to elect that invention to which his claim shall 
be restricted." 37 CFR 1.142 (a). See also 37 CFR 1 .141(a). Applicant is required to further 
elect the invention of SEQ ID NOS 3, 4, and 6-16, or SEQ ID NO 2, or SEQ ID NO 5, or SEQ 
ID NO 17, or SEQ ID NO 18. 



Application/Control Number: 09/672,221 
Art Unit: 1655 



Page 5 



Nucleotide sequences encoding different proteins are structurally distinct chemical 
compounds and are unrelated to one another. These sequences are thus deemed to normally 
constitute independent and distinct inventions within the meaning of 35 U.S.C. 121. Absent 
evidence to the contrary, each such nucleotide sequences are presumed to represent an 
independent and distinct invention, subject to restriction requirement pursuant to 35 USC 121 
and 37 CFR 1.141. 

Should applicant traverse on the ground that the species are not patentably distinct, 
applicant should submit evidence or identify such evidence now of record showing the species to 
be obvious variants or clearly admit on the record that this is the case. In either instance, if the 
examiner finds one of the inventions unpatentable over the prior art, the evidence or admission 
may be used in a rejection under 35 U.S.C. 103(a) of the other invention. 

7. Because these inventions are distinct for the reasons given above and have acquired a 
separate status in the art as sho wn by their different classification, restriction for examination 
purposes as indicated is proper. 

8. Because these inventions are distinct for the reasons given above and the search required 
for Group I is not required for Group II-V, restriction for examination purposes as indicated is 
proper. 

9. Because these inventions are distinct for the reasons given above and have acquired a 
separate status in the art because of their recognized divergent subject matter, restriction for 
examination purposes as indicated is proper. 
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10. Applicant is advised that the reply to this requirement to be complete must include an 
election of the invention to be examined even though the requirement be traversed (37 
CFR 1.143). 

1 1 . Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1 .48(b) if one or more of the currently 
named inventors is no longer an inventor of at least one claim remaining in the application. Any 
amendment of inventorship must be accompanied by a petition under 37 CFR 1 .48(b) and by the 
fee required under 37 CFR 1.17(1). 

12. Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to examiner Jehanne Souaya whose telephone number is (703)308-6565. The 
examiner can normally be reached Monday-Thursday from 7:30 AM to 6:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Gary Jones, can be reached on (703) 308-1 1 52. The fax phone number for this Group is (703) 
305-3014. 

Any inquiry of a general nature should be directed to the Group receptionist whose 
telephone number is (703) 308-0196. 
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